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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period f r Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may t>e available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply vwthin the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period vvili apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply v^rithin the set or extended period for reply vnW, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communication(s) filed on 14 February 2003 . 
2a)n This action is FINAL. 2bM This action is non-final. 

3) 0 Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 47-75 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 13 Claim(s) 47-75 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or 5)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) 0 The proposed drawing correction filed on is: a)[J approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 1 20 

1 3) K Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)(3AII b)n Some*c)n None of: 

1 Certified copies of the priority documents have been received. 

2.^ Certified copies of the priority documents have been received in Application No. 09/352.308 . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infonmal Patent Application (PTO-152) 

3) S Information Disclosure Statement(s) (PTO-1449) Paper No(s) 5 and 6 . 6) □ Other: 

U.S. Patent and Trademark Office ~ ~ ! ~ 

PTOL-326 (Rev. 04-01 ) Office Action Summaiv Part of Paper No. 1 0 
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Claims 47-75 are presented for examination. 

Applicants' preliminary amendment filed October 9, 2001; and the 
information disclosure statements filed December 26, 2001 and February 8, 2002 
have been received and entered. 

Applicants' election filed February 14, 2003 in response to the 
restriction requirement of January 15, 2003 has been received and entered. 
The applicants elected the species, an opiate compound as component (1) and 
the compound identified as 3290W93, a diarylmethylpiperazine, as component 
(2). 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds 
its support in the language of 35 U.S.C. 101 which states that "whoever 
invents or discovers any new and useful process ... may obtain a patent 
therefor ..." (Einphasis added). Thus, the term "same invention," in this 
context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 114 USPQ 330 
(CCPA 1957); and In re Vogel, Ml F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be 
overcome by canceling or amending the conflicting claims so they are no longer 
coextensive in scope. The filing of a terminal disclaimer cannot overcome a 
double patenting rejection based upon 35 U.S.C. 101. 

Claims 47-75 are rejected under 35 U.S.C. 101 as claiming the same 

invention as that of claims 20-35 of prior U.S. Patent No. 5,807,858 (AD). 
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The present application teaches a composition comprising a 
pharmaceutical composition comprising a bioactive compound mediating 
respiratory depression, muscle rigidity, and/or nausea/vomiting as an unwanted 
side effects (an opiate compound) and a non-polypept ide 5receptor activating 
agent (3290W93. a diarylmethylpiperazine) ; and the patented application 
teaches a pharmaceutical composition comprising a therapeutic agent having 
respiratory depression and an effective amount of a compound of formula I 
which is the same compounds of the present application s pharmaceutical 
composition second component. 

The present application teaches the bioactive compounds are opiate 
compounds and the patented application teaches the therapeutic agent is an 
opiate compound too (see claims 33 and 34 of the patented application). 

This is a double patenting rejection. 

Claims 47-75 are not allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Kevin E. Weddington whose telephone number 
is (703) 308-4650. The examiner can normally be reached on 11:00 am-7:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner* s supervisor, Marianne Seidel can be reached on (703)308-1235. The 
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fax phone number for the organization where this application or proceedi 
assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose 
telephone number is (703) 308-1234. 




K. Weddington 
October 19, 2003 



^Primary 'Ej(ammer 
JirtUjiitieU 



